Serial No.: 09/858,198

REMARKS

The Notice of Non-Compliant Amendment (37 C.F.R. 1.121) indicates that the response
filed July 7, 2003, is considered non-compliant because it has failed to meet the requirements of
37 CF.R. § 1.121, as amended on June 30, 2003. The Notice requests that a complete listing of

the claims be provided, and such a listing is provided above.

Applicants respectfully disagree with the assertion in the Notice that the response filed on
July 7, 2003, does not comply with the requirements of 37 C.F.R. § 1.121, as amended on June
30,2003. Applicants submit that the amendment to Rule 121 on June 30, 2003, became
effective July 30, 2003. Since Applicants’ response was filed July 7, 2003, the response was in
full compliance with the rules in effect at the time the response was filed. In support of
Applicants’ position, attached herewith is a copy of Rule 121 (Exhibit 1) which, at the end of the
rule, clearly indicates that the amendment of June 30, 2003, became effective July 30, 2003 (see
page R-82).

In view of the erroneous issuance of the Notice of Non-Compliant Amendment, it is
respectfully requested that the unwarranted delay on the part of the USPTO in replying to
Applicants’ response filed July 7, 2003, be adjusted for and that a determination under 35 U.S.C.
§ 154 is made to calculate the Patent Term Adjustment (PTA) to which Applicants are entitled.

The Examiner is invited to contact the undersigned agent with any questions related to

this application.
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To the extent necessary, Applicants petition for an extension of time under 37 C.F.R.
1.136. Please charge any shortage in fees due in connection with the filing of this paper,
including extension of time fees, to Deposit Account 502624 and please credit any excess fees to

such deposit account.

Respectfully submitted,

MCDERMOTT WILL & EMERY LLP

Deborah L. Cadena
Registration No. 44,048

4370 La Jolla Village Drive, Suite 700
San Diego, CA 92122

858.535.9001 DLC:jrl
Facsimile: 858.597.1585
Date: July 19, 2004
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§1.121

(iv) The text of a paragraph to be deleted
must not be presented with strike-through or placed
within double brackets. The instruction to delete may
identify a paragraph by its paragraph number or
include a few words from the beginning, and end, of
the paragraph, if needed for paragraph identification
purposes.

(2) Amendment by replacement section. If the

sections of the specification contain section headings

as provided in § 1.77(b), § 1.154(b), or § 1.163(c),
amendments to the specification, other than the
claims, may be made by submitting:

(i) A reference to the section heading
along with an instruction, which unambiguously iden-
tifies the location, to delete that section of the specifi-
cation and to replace such deleted section with a
replacement section; and;

(ii) A replacement section with markings
to show all changes relative to the previous version of
the section. The text of any added subject matter must
be shown by underlining the added text. The text of
any deleted matter must be shown by strike-through
except that double brackets placed before and after the
deleted characters may be used to show deletion of
five or fewer consecutive characters. The text of any
deleted subject matter must be shown by being placed
within double brackets if strike-through cannot be
easily perceived. :

(3) Amendment by substitute specification.
The specification, other than the claims, may also be
amended by submitting::
(i) An instruction to replace the specifica-
tion; and
(i) A substitute specification in compli-
ance with §§ 1.125(b) and (c).

(4) Reinstatement of previously deleted para-
graph or section. A previously deleted paragraph or
section may be reinstated only by a subsequent
amendment adding the previously deleted paragraph
or section.

(5) Presentation in subsequent amendment
document. Once a paragraph or section is amended in
a first amendment document, the paragraph or section
shall not be represented in a subsequent amendment
document unless it is amended again or a substitute
specification is provided.
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(¢) Claims. Amendments to a claim must be
made by rewriting the entire claim with all changes
(e.g., additions and deletions) as indicated in this sub-
section, except when the claim is being canceled.
Each amendment document that includes a change to
an existing claim, cancellation of an existing claim or
addition of a new claim, must include a complete list-
ing of all claims ever presented, including the text of
all pending and withdrawn claims, in the application.
The claim listing, including the text of the claims, in
the amendment document ‘will serve to replace all
prior versions of the claims, in the application. In the
claim listing, the status of every claim must be indi-
cated after its claim number by using one of the fol-
lowing identifiers in a parenthetical expression:
(Original), (Currently amended), (Canceled), (With-
drawn), (Previously presented), (New), and (Not
entered). :

(1) Claim listing. All of the claims presented
in a claim listing shall be presented in ascending
numerical order. Consecutive claims having the same
status of “canceled” or “not entered” may be aggre-
gated into one statement (e.g., Claims 1-5 (can-
celed)). The claim listing shall commence on a
separate sheet of the amendment document and the
sheet(s) that contain the text of any part of the claims
shall not contain any other part of the amendment.

(2) When claim text with markings is
required. All claims being currently amended in an
amendment paper shall be presented in the claim list-
ing, indicate a status of “currently amended,” and be
submitted with markings to indicate the changes that
have been made relative to the immediate prior ver-
sion of the claims. The text of any added subject mat-
ter must be shown by underlining the added text. The
text of any deleted matter must be shown by strike-
through except that double brackets placed before and
after the deleted characters may be used to show dele-
tion of five or fewer consecutive characters. The text
of any deleted subject matter must be shown by being
placed within double brackets if strike-through cannot
be easily perceived. Only claims having the status of
“currently amended,” or “withdrawn” if also being
amended, shall include markings. If a withdrawn
claim is currently amended, its status in the claim list-
ing may be identified as “withdrawn— currently
amended.”
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PATENT RULES

(3) When claim text in clean version is
required. The text of all pending claims not being cur-
rently amended shall be presented in the claim listing
in clean version, i.e., without any markings in the pre-
sentation of text. The presentation of a clean version
of any claim having the status of “original,” “with-
drawn” or “previously presented” will constitute an
assertion that it has not been changed relative to the
immediate prior version, except to omit markings that
may have been present in the immediate prior version
of the claims of the status of “withdrawn” or “previ-
ously presented.” Any claim added by amendment
must be indicated with the status of “new” and pre-
sented in clean version, i.e., without any underlining.

(4) When claim text shall not be presented;
canceling a claim.

(i) No claim text shall be presented for
any claim in the claim listing with the status of “can-
celed” or “not entered.”

(ii)) Cancellation of a claim shall be
effected by an instruction to cancel a particular claim
number. Identifying the status of a claim in the claim
listing as “canceled” will constitute an instruction to
cancel the claim.

(5) Reinstatement of previously canceled
claim. A claim which was previously canceled may be
reinstated only by adding the claim as a “new” claim
with a new claim number.

(d) Drawings. One or more application draw-
ings shall be amended in the following manner: Any
changes to an application drawing must be in compli-
ance with § 1.84 and must be submitted on a replace-
ment sheet of drawings which shall be an attachment
to the amendment document and, in the header,
labeled “Replacement Sheet.” Any replacement sheet
of drawings shall include all of the figures appearing
on the immediate prior version of the sheet, even
if only one figure is amended. All changes to the
drawing(s) shall be explained, in detail, in either the
drawing amendment or remarks section of the amend-
ment paper.

(1) A marked-up copy of any amended draw-
ing figure, including annotations indicating the
changes made, may be included. The marked-up copy
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must be clearly labeled as “Annotated Marked-up
Drawings” and must be presented in the amendment
or remarks section that explains the change to the
drawings.

(2) A marked-up copy of any amended draw-
ing figure, including annotations indicating the
changes made, must be provided when required by the
examiner.

(e) Disclosure consistency. The disclosure must
be amended, when required by the Office, to correct
inaccuracies of description and definition, and to
secure substantial correspondence between the
claims, the remainder of the specification, and the
drawings.

(f) No new matter. No amendment may intro-
duce new matter into the disclosure of an application.

(g) Exception for examiner’s amendments.
Changes to the specification, including the claims, of
an application made by the Office in an examiner’s
amendment may be made by specific instructions to
insert or delete subject matter set forth in the exam-
iner’s amendment by identifying the precise point in
the specification or the claim(s) where the insertion or
deletion is to be made. Compliance with paragraphs
(d)(1), (b)(2), or (c) of this section is not required.

(h) Amendment sections. Each section of an
amendment document (e.g., amendment to the claims,
amendment to the specification, replacement draw-
ings, and remarks) must begin on a separate sheet.

(i) Amendments in reissue applications. Any
amendment to the description and claims in reissue

‘applications must be made in accordance with §

1.173.

(j) Amendments in reexamination proceedings.
Any proposed amendment to the description and
claims in patents involved in reexamination proceed-
ings must be made in accordance with § 1.530.

(k) Amendments in provisional applications.
Amendments in provisional applications are not usu-
ally made. If an amendment is made to a provisional
application, however, it must comply with the provi-
sions of this section. Any amendments to a provi-
sional application shall be placed in the provisional
application file but may not be entered.
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§ 1.122

[32 FR 13583, Sept. 28, 1967; 46 FR 29183, May 29,
1981; para. (e), 49 FR 555, Jan. 4, 1984, effective Apr. 1,
1984; revised, 62 FR 53131, Oct. 10, 1997, effective Dec.
1, 1997, revised, 65 FR 54604, Sept. 8, 2000, effective
Nov. 7, 2000; para. (i) revised, 65 FR 76756, Dec. 7, 2000,
effective Feb. 5, 2001; revised, 68 FR 38611, June 30,
2003, effective July 30, 2003]

§ 1.122 [Reserved]

[24 FR 10332, Dec. 22, 1959; para. (b), 49 FR 48416,
Dec. 12, 1984, effective Feb. 11, 1985; removed and
reserved, 62 FR 53131, Oct. 10, 1997, effective Dec. 1,
1997]

§ 1.123 [Reserved]

[48 FR 2712, Jan. 20, 1983, effective Feb. 27, 1983;
49 FR 555, Jan. 4, 1984, effective Apr. 1, 1984; amended,
58 FR 38719, July 20, 1993, effective Oct. 1, 1993;
removed and reserved, 62 FR 53131, Oct. 10, 1997, effec-
tive Dec. 1, 1997]

§ 1.124 [Reserved]

[Removed and reserved, 62 FR 53131, Oct. 10, 1997,
effective Dec. 1, 1997)

§ 1.125 Substitute specification.

(a) If the number or nature of the amendments
or the legibility of the application papers renders it
difficult to consider the application, or to arrange the
papers for printing or copying, the Office may require
the entire specification, including the claims, or any
part thereof, be rewritten.

(b) Subject to § 1.312, a substitute specifica-
tion, excluding the claims, may be filed at any point
up to payment of the issue fee if it is accompanied by
a statement that the substitute specification includes
no new matter.

(c) A substitute specification submitted under
this section must be submitted with markings showing
all the changes relative to the immediate prior version
of the specification of record. The text of any added
subject matter must be shown by underlining the
added text. The text of any deleted matter must be
shown by strike-through except that double brackets
placed before and after the deleted characters may be
used to show deletion of five or fewer consecutive
characters. The text of any deleted subject matter
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must be shown by being placed within double brack-
ets if strike-through cannot be easily perceived. An
accompanying clean version (without markings) must
also be supplied. Numbering the paragraphs of the
specification of record is not considered a change that
must be shown pursuant to this paragraph.

(d) A substitute specification under this section
is not permitted in a reissue application or in a reex-
amination proceeding.

[48 FR 2712, Jan. 20, 1983, effective Feb. 27, 1983;
revised, 62 FR 53131, Oct. 10, 1997, effective Dec. 1,
1997; paras. (b)(2) and (c) revised, 65 FR 54604, Sept. 8,
2000, effective Nov. 7, 2000; paras. (b) and (c) revised, 68
FR 38611, June 30, 2003, effective July 30, 2003]

§ 1.126 Numbering of claims.

The original numbering of the claims must be pre-
served throughout the prosecution. When claims are
canceled the remaining claims must not be renum-
bered. When claims are added, they must be num-
bered by the applicant consecutively beginning with
the number next following the highest numbered
claim previously presented (whether entered or not).
When the application is ready for allowance, the
examiner, if necessary, will renumber the claims con-
secutively in the order in which they appear or in such
order as may have been requested by applicant.

[32 FR 13583, Sept. 28, 1967; revised, 62 FR 53131,
Oct. 10, 1997, effective Dec. 1, 1997]

§ 1.127 Petition from refusal to admit amend-
_ ment.

From the refusal of the primary examiner to admit
an amendment, in whole or in part, a petition will lie
to the Director under § 1.181.

[Revised, 68 FR 14332, Mar. 25, 2003, effective May
1, 2003]

TRANSITIONAL PROVISIONS

§ 1.129 Transitional procedures for limited
examination after final rejection and
restriction practice.

(a) An applicant in an application, other than
for reissue or a design patent, that has been pending
for at least two years as of June 8, 1995, taking into
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